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described by the claims known to the inventors at the time the application was filed. It is agreed 
that the polypeptide having the amino acid sequence set forth in SEQ ID NO:22 comprises two 
catalytic domains each of which shares a significant degree of amino acid sequence homology 
with members of the trypsin family of serine proteases, yet claims 48 and 67-69 lack utility 
because there is no disclosure in the specification of any specific and substantial in vitro utility 
for an isolated polypeptide having the amino acid sequence set forth in SEQ ID NO:22, and the 
specification discloses no specific and substantial in vivo utility for an isolated polypeptide 
having the amino acid sequence set forth in SEQ ID NO:22. 

Specifically, the specification cannot identify any particular substrate that is recognized and 
cleaved by either of the proposed serine protease domains, within SEQ ID NO:2, whether in vivo 
or in vitro, nor can it identify a specific cellular, extracellular, or physiological function provided 
by either of the proposed serine protease domains. While the specification proposes at page 8, 
lines 8-12, that "screening methods" may be designed to identify compounds that are effective 
in the treatment and diagnosis of disease" once some function of the polypeptide having the 
amino acid sequence of SEQ ID NO:22 has been identified, and further propose a litany of 
diseases in the paragraph spanning pages 8 and 9 with which the polypeptide having the amino 
acid sequence of SEQ ID NO:22 might eventually be found to be associated, such suggestions 
of diagnostic and prognostic uses for the claimed polypeptide are not specific because there is 
no disclosure of any specific disease state or medical condition that actually can be diagnosed. 
A method of use of a material for further research to determine, e.g., its specific biological role, 
thus identifying or confirming a "real world" context for its use, cannot be considered to be a 
"substantial utility". Brenner v. Manson, 383 U.S. 519, 148 USPQ 689 (Sup. Ct. 1966). Mere 
allegations of a prospective, potential, utility cannot rise to the level of a credible assertion of a 
specific in vivo utility that is substantial. Indeed, the specification's diffuse assertions indicate 
the contrary, that Applicant knew no specific utility for either native polypeptide encoded by 
claimed nucleic acid sequences at the time the application was filed that would permit an 
immediate use by the public of a disclosed nucleic acid sequence, or any use by the public of an 
expression vector or cell comprising a disclosed nucleic acid sequence. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 
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Claims 48 and 67-69 are also rejected under 35 U.S.C. § 1 12, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know 
how to use the claimed invention. 

Claim 48 is rejected under 35 U.S.C. § 112, first paragraph, because the specification, 
while being enabling for the preparation of the peptides and polypeptides having the particular 
amino acid sequences set forth in SEQ IDs NOs:2, 4, 6, 8, 10, 12, 14, 16, 18, 20, 22, 24, and 
26, does not reasonably provide enablement for the preparation of generic proteases having 
amino acid sequences that diverge at as many as 114, or even 57, unspecified positions from 
the amino acid sequence set forth in SEQ ID NO:22. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
the invention commensurate in scope with these claims. 

At least clauses 7-10 of claim 48 contemplate arbitrary assignments of any or all of amino 
acid substitutions, additions or deletions in a claimed, generic, protease at as many as 20%, or 
10% of the 567 amino acid positions throughout SEQ ID NO:22. This rejection is stated under 
the first paragraph of the statute because the specification cannot support introduction of such 
numerous alterations in the amino acid sequence of SEQ ID NO:22, where amino acid 
insertions, deletions, or substitutions may occur anywhere, in any combination or in any pattern, 
within SEQ ID NO:22. Mere sequence perturbation cannot enable the design and preparation 
of a myriad of divergent polypeptides that might be proteases where the specification fails to 
teach even the nature of the proteolytic activity that is to be retained, e.g., by identifying a 
substrate. Neither the specification nor the prior art made of record herewith provide adequate 
guidance for selecting 114, or even 57, amino acid sequence within SEQ ID NO:22 that might 
be altered, nor the nature of the alterations, that would permit proper folding of either or both of 
the catalytic domains indicated by the specification that would allow them to retain their 
undisclosed function(s). 

It is well settled that 35 U.S.C. § 112, first paragraph, requires that a disclosure be 
sufficiently enabling to allow one of skill in the art to practice the invention as claimed without 
undue experimentation and that unpredictability in an attempt to practice a claimed invention is 
a significant factor supporting a rejection under 35 U.S.C. §112, first paragraph, for non- 
enablement. See, In re Wands, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) (discussing eight 
factors relevant to analysis of enablement). The standard set by the CCPA, the precursor of the 
Court of Appeals for the Federal Circuit, is not to "make and screen" any and all possible 
alterations because a reasonable correlation must exist between the scope asserted in the 
claimed subject matter and the scope of guidance the specification provides. In re Fisher, 
427 F.2d 833, 839, 166 USPQ 18, 25 (CCPA 1970) (scope of enablement varies inversely with 
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the degree of unpredictability of factors involved in physiological activity of small peptide 
hormone). The Federal Circuit has approved this standard set by the CCPA in Genentech, 
Inc. v. Novo-Nordisk A/S, 42 USPQ2d 1001 (Fed. Cir. 1997). Applying several of the factors 
discussed in Wands to Applicant's disclosure, it is apparent that: 

a) the specification lacks adequate, specific, guidance for altering the amino acid 
sequence of SEQ ID NO:22 to the extent indicated in clauses 7-10 of claim 48, 

b) the specification lacks working examples wherein the amino acid sequence of SEQ 
ID NO:22 is altered to the extent indicated in clauses 7-10 of claim 48, 

c) in view of the prior art publications of record herein concerning very similar 
polypeptides, the state of the art and level of skill in the art do not support such 
alteration, and, 

d) unpredictability exists in the art where no members of the class of serine proteases 
the specification suggests is represented by SEQ ID NO:22 have had as many as 114, 
or 57, amino acids specifically identified for concurrent modification, as indicated in 
clauses 7-10 of claim 48. 

Thus the scope of subject matter embraced by the phrases, "at least 80%/90% identity with", is 

unsupported by the present specification even if taken in combination with teachings available in 

the prior art. 

Claims 48 and 67-69 are additionally rejected under 35 U.S.C. § 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

While the specification discloses particular functional fragments of the polypeptide having 

the amino acid sequence se forth in SEQ ID NO:22, e.g., SEQ ID NO:26, the specification fails 

to exemplify or describe the discovery or preparation of the genus of fragmentary or "functionally 

equivalent" polypeptides that diverge from the polypeptide having the amino acid sequence set 

forth in SEQ ID NO:22 at as many as 20%, or even 10%, of the 567 amino acid positions therein 

at any conceivable set of 114, or 57, amino acid positions dispersed in any pattern throughout 

SEQ ID NO:22, according to clauses 7-10 of claim 48. Indeed, the specification discloses no 

particular function that must be retained by such randomly altered fragments or equivalents. 

"While one does not need to have carried out one's invention before filing a patent application, 

one does need to be able to describe that invention with particularity" to satisfy the description 

requirement of the first paragraph of 35 U.S.C. § 112. Fiers v. Revel v. Sugano, 25 USPQ2d 

1601, 1605 (Fed. Cir. 1993). The "test for determining compliance with the written description 

requirement is whether the disclosure of the application as originally filed reasonably conveys to 

the artisan that the Inventor had possession at that time of the . . . claimed subject matter", In re 

Kaslow, 217 USPQ 1089, 1096 (Fed. Cir. 1983), and, in 2001, the USPTO issued Guidelines 

governing its analysis of compliance with the written description requirement. In these 
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Guidelines, the USPTO states that an applicant may comply with the written description 
requirement by "show[ing] that an Invention is complete by disclosure of sufficiently detailed, 
relevant identifying characteristics .... i.e., complete or partial structure, other physical and/or 
chemical properties, function characteristics when coupled with a known or disclosed correlation 
between function and structure, or some combination of such characteristics." Guidelines, 66 
Fed. Reg. 1099 at 1106 (5 January 2001). The Federal Circuit adopted the USPTO's standard 
for determining compliance with the written description requirement In Enzo Biochem Inc. v. 
Gen-Probe inc., 63 USPQ2d 1609 (Fed. Cir. 2002). The specification does not disclose the 
design of the broad genus of polypeptides embraced by, at least, clauses 7-10 of claim 48, 
which state no particular functional or structural requirements, nor does the specification 
otherwise disclose the source of generic polypeptides meeting the limitations of these clauses. 

The following is a quotation of the second paragraph of 35 U.S.C. § 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 

claiming the subject matter which the applicant regards as his invention. 

Claims 48 and 67-69 are rejected under 35 U.S.C. § 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The recitations of "functional equivalent" in claim 48 render the claim, and claims 67-69 

depending therefrom, indefinite because they provide no structural basis for a determination of 

the extent of structural equivalency of a polypeptide to the polypeptide of SEQ ID NO:22 and the 

term "functional equivalency" is meaningless where the specification discloses no particular 

function for the polypeptide of SEQ ID NO:22. Thus the artisan and the public seeking to 

ascertain the metes and bounds of intended subject matter have no starting point with which to 

determine the structure or the nature of the polypeptide intended by the claims. Deletion of all 

references to "functional equivalency" will overcome this rejection. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), 
by another filed in the United States before the invention by the applicant for patent or (2) a 
patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the 
treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 48 and 67 are rejected under 35 U.S.C. § 102(e) as being anticipated by Goddard et 
al., US 6,916,648, made of record herewith. 
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Goddard et al. is the US equivalent publication to WO 00/53756, cited in Applicant's IDS 
filed 2 October 2006, and is available as prior art in view of : at least, the 24 October 2001 filing 
date of the US utility application on which the patent issued. Goddard et al. disclose, in their 
SEQ ID NO: 132, the amino acid sequence of a human serine protease that shares 89.3% 
identity with SEQ ID NO:22 from position 39 through position 548, and comprising amino acid 
sequences identical to those of SEQ IDs NOs:8, 10, 12, 14, 16, and 18 herein, meeting 
limitations of claims 48 and 67. 

Claims 48 and 67 are rejected under 35 U.S.C. § 102(e) as being anticipated by Plowman 
et al., US 2002/0064856, made of record herewith. 

Plowman et al. is the US equivalent publication to WO 02/00860, cited in Applicant's IDS 
filed 2 October 2006, and is available as prior art in view of the 26 June 2000 filing date of their 
priority US provisional application. Plowman et al. disclose, in their SEQ ID NO:86, the amino 
acid sequence of a human serine protease that shares 93.2% identity with SEQ ID NO:22 from 
position 17 through position 548, and comprising amino acid sequences identical to those of 
SEQ IDs NOs:4, 6, 8, 10, 12, 14, 16, 18, and 24 herein, meeting limitations of claims 48 and 67. 

Claims 48, 67, and 68 are rejected under 35 U.S.C. § 102(e) as being anticipated by 
Madison et al., US 2003/0134298, made of record herewith. 

Available as prior art in view of the 5 July 2001 filing date of their priority US provisional 

application, Madison et al. disclose, in their SEQ ID NO: 16, the amino acid sequence of a 

human transmembrane serine protease having significant sequence identity with human 

matriptase, which amino acid sequence shares 96.7% identity with SEQ ID NO:22 from position 

17 through position 567 and comprising amino acid sequences entirely identical both to SEQ ID 

NO:26 herein as well as SEQ IDs NOs:4, 6, 8, 10, 12, 14, 16, 18, 20 and 24 herein, meeting the 

limitations of claims 48, 67, and 68. It is noted that amending claims 48, 67, and 68 to require 

that a polypeptide comprise, or consist of, the amino acid sequence of SEQ ID NO:22 will 

overcome this and other prior art rejections, as well as rejections of claims herein under 35 

U.S.C. § 1 12, first paragraph, for lack of adequate written description and for lack of enablement 

as to making, leaving only the issues of a lack of patentable utility under 35 U.S.C. § 101 and 

lack of enablement as to use under 35 U.S.C. § 112, first paragraph, to be resolved. 

Conclusion 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to William W. Moore whose telephone number is 571.272.0933 and whose 
FAX number is 571.273.0933. The examiner can normally be reached Monday through Friday 
between 9:00AM and 5:30PM EST. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's Supervisory Primary Examiner, Dr. Kathleen Kerr Bragdon, can be 
reached at 571.272.0931. The official FAX number for all communications for the organization 
where this application or proceeding is assigned is 571.273.8300. Any inquiry of a general 
nature or relating to the status of this application or proceeding should be directed to the 
receptionist whose telephone number is 571.272.1600. 

/Nashed/ 

Nashaat T. Nashed, Ph.D. 
Primary Examiner, Art Unit 1656 




2 November 2007 
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-continued 

<222> LOCATION: (1) ...(1954) 

<223> OTHER INFORMATION : N refers -to any nucleotide. 
<400> SEQUENCE : 33 

gangattcct nccnctnccc attgaaaaga ggatggattn gancatatgg gtgtgcctgc 60 

aagaaga-taa gtcaatataa tgtaactcag aaaaatcaat tcccaaaatg aataccccnc 120 

aatcwataca aaaaawattg awagattttt kggtkgacat tactaacttt ttsgaggcna 180 

agaca-tcma-t ccmrgcmgga tgcctggtga ctatggtgkt gattccatta ttaggtatga 240 

gatttyttaa tcgaattaac cyccaccttt aavatagaag crtgatgctfct attactaaca 300 

gaaggaacga ttmaccagta totctcatoo arkwcmttct tttattgttg ataaaaaaaa 360 

ttacccaatg ttaccaaatt ttggattaga aaatgattct aataaagaaa ataaaggctg 420 

ggtaaagcct tcttttattg aatttattaa atttgaaatc aatcctgaat atatagaaag 480 

cagtacaaaa aataaagatt acgcgattct tgaaaatcta ataaataatg gagttggagt 540 

ttggagagaa aataatcatc tatgttttga gtttttttat gaaactcata caaatgaaac 600 

aattaaaaaa atagtgtttt cacccgaaat actttttaac tctctagata aaggtaaacg 660 

atactttcca agtagctgcc agcaaaaaaa cagtctatat caaacggaag ttgagaagtt 720 

tccatataat cttattcaag gatttagagt ggaaatgcca gtcaatattg aaattttaaa 780 

taaagcattt aatcatttgg ttaacacata ttcaattttc agaacaaaag caatgttgat 840 

caataagcaa tggattcagg taatacatga tggtttatca gtaagatgcg aaganaatta 900 

yatacgaagg attatcrbgca ggaaaaagat tttacgcaac aactaatnag tatttcaaaa 960 

agagcaaggt aaaaaattat ttgatatcga taatctgcct ttattaaaaa tttattttat 1020 

ccataatggt aaagacttag cagctatttt tgttcatgcg cotcattttt gtgccgatgg 1080 

atttacatt-t ttttctt-ttc agaaagaatt -heat gat act trtgaaagta ttatraaegg 1140 

antggrrwat ceggaaaegk. gttcsawaaa gtgatggctg aatatggcca etttgeattg 1200 

tgtgaatata atcccaaaaa caaggagctg acaaaaaact ggcttgataa aattcgagat 1260 

aaaaattttt ctttaaaatt taaagataag aaagactatg teggtcaact gtcaagtgga 1320 

gaaaaaatta ttgagctaga agtttctgta aatatgctgg aaaaattaag attatttaat 1380 

gatgegaata ataccacact gaegcaattg ctatgttgtg ctgttgcaat tttactgtat 1440 

cgcctctcga ggctaccagt acccttgcaa atggtcaaca geegtagaga taaaatagaa 1500 

tttgaaataa tgatgggtga ttttgeatea actctgccct atggatttta ggaacctttc 1560 

caaaagcatt ttctctattc cnggatggta ccttttttaa gttattggaa aaanggaaaa 1620 

aggenttnaa ttntcccccc naggattttt taaanggggt ttggatnntt tntcngggaa 1680 

ccctcaanaa aaaaaaaatt tntttccaaa aaaaaaaggg gccccttaaa ntccccatta 1740 

agggaatttt ttaaattttt taatttcccg ggnaaaatta tttntttaaa ttceggaatt 1800 

aaggecnaan tggaattaat tggnaaaatt tccantttgg gtttttaaaa aggggaaaaa 1860 

ncccannaat ttgggtttcc ttaaaaanaa aaaaaagggg ggnggccccc cggtgggttc 1920 

nttnntgggg gnaaaaattt aaaaatttaa tttn 1954 

<210> SEQ ID NO 34 
<211> LENGTH: 2672 
<212> TYPE : DNA 

<213> ORGANISM: Endobugula sertula 
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-continued 

ggctanacgc tctatccggt gggbaatatg aantaaaaca atbcgbabbb tagaaataag 2820 

gagcaggtac ctggtggtgc caacagagtt tgtattngaa tagnagcttc mccgcbnctc 2880 

gaatggbtat aagagtttta cntatactgg atatctncgt ccnbcgbbcc tbcgttatgg 2940 

gagaaaagbn agatbbbycc gataaatatn ccctggtntg caatataagg bgtbagabab 3000 

ntgaaagnca abbbaganbg cacaagggbt btacccrbgat agctttgata ttngtgtatg 3060 

catcrtaatgt tn ctec acga bacgaaawba tabacagbab acccbt-bccc aaagtgagtc 3120 

acatgctaac gcaaaatggc nttgbtaatg btgaabgaan bbbactcngg atgaanggat 3180 

ttgttactgt ttaccggtgg tttgttagat ggcctbtggt tatatgaaga ccctaccoat 3240 

cgattggata atgtctgctt gttaaatgtt gatcagbggc gatctatatt atbbaaabca 3300 

ggctttnaaa aatgttaaag actttgtttt accttttgaa aaacttaata ttgagcaaag 3360 

tcaaagtatt attgbcrbtrbg agtggabbaa tgaagacctg tctagtaatg nbtgaaaatg 3420 

tggtgaaaaa taatcanttg bbtnagaaat acaaaatcac tcntgatncc gattactngt 3480 

ggagnaataa aattagntta caattnaaaa gacaanbcxnc wtcgttanca coatogtatt 3540 

ggaagaaaat atttttataa aattttagng gggataaaaa gaaaattatn ggatbttbct 3600 

ccnbaaacgc ccctttgatt ggagtttatg ggttggattc atattcgaac ctacnttgga 3660 

anbbaaagab cabbacrbcgg kragcmbbyt tcyataaaac trgaasmtac tttkktmtky 3720 

mavkatkraa yrmtkscktan rsctmtybgw kwcmbccsay atsattcmag wtr as cyber 3780 

watbrtcgnrb arakwcccta ttacggaaga gabaatgacb ggaggbacgb caagggbaar 3840 

aacagggcaa tcgaatsaXa atgaacctat tgcgattatt ggtatgtcyt gbttatttcc 3900 

aggbgaggbt acgacagbtg atgagttctg ggaattatta atacaagaaa gacatgccrt 3960 

tcaaccctba ccbaagggac gbtggcaatg gccakaaggb gttgatccat cgggagcaca 4020 

acttggcatb gabcagggbg gatbtctgga tggtattgat acclrbtgatg ccsacttctt 4080 

tcgbababcg agaaaagaag cggagbbwab ggaccctcas caaagaaaac tacctggaat 4140 

taarttggca ggtcatasag cabgccggab ataaacccat cggybbtttc bggbcaaaga 4200 

natyggyatc babgbggggb gctbtgtcac cggbaabbba babgggagbb atttaactaa 4260 

aagbgaccaa angccctaaa oaccaaccgg naaggcctat -bbkcatgacc argtartana 4320 

bbgbbgbbcg bybbbmcccc oataanaatt ttcctatttt ntattaattt tttaaargtg 4390 

cccmscstcc tcbwbcbgat wccgngebbg bbcaaryagb ttbaggbbgc cbwbbbgacc 4440 

ca ancar trtt tabgcgnabb. caabbcgggg nanggngbga abcaggcnbc bggtgggntg 4500 

gggaycaat-t waatrtcccc tccsmrbgaw aceggbbbcb bnattayywa gcaggtnbgt 4560 

bntcaaaatc ngggaatgta aacctttnga tccaccgccc gbbggbbbbn bnccbgggna 4620 

aagggggcgc tnttctttbt ttnaatcntt ttctcanccc natbttaaaa ngatbgbttt 4680 

ttnggggtbt taaagggggg agatnaaaat ngggggcaan cattnnttac ggccctaacc 4740 

tnng 4744 

<210> SEQ ID NO 33 

<211> LENGTH: 1954 
<212> TYPE: DNA 

<213> ORGANISM: Bndobugula serbula 
<220> FEATURE: 

<221> NAME/KEY: miec_f eat lire 
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-continued 

<220> FEATURE; 

<221> NAME/KEY: m±BC_feature 
<222> LOCATION: (1) (2672) 

<223> OTHER INFORMATION: N refers -to any nucleotide. 
<400> SEQUENCE : 34 

anccgaaaaa naccnaaagg gnngccggcc cntgtcctnc gagtgcatna taaaaaancc 60 

agtnataagn nggnnacaat antcatgccc cgcgcccncc gnaagnaacc tnantgggtt 120 

naaggcttca agggcatcgg tcaaggaacc -t-ttcggcggg crtttfcgctgt gcgacaggct 180 

cacgtntaaa aaggaaataa atcatgggtc ataaaattat cacgttgtcc gggcgcggcg 240 

acgaatgttc tgtatgcgct gtttrttccgt ggcgcgttgc tgtcrtggtga tcrkgccrttct 300 

aaatctggca cagccgaatt gcgcgagctt ggttttgctg aaaccagaca cacagcaact 360 

gaataccaga aagaaaatca ctttaccttt ctgacatcag aagggcagaa atttgccgtc 420 

gaacacctgg tcaatacgcg ttttggtgag cagcaatatt gcgcttcgat gacgcttggc 480 

gttgagattg atacctctgc tgcacaaaag gcaatcgacg agctgercym scrmaJctygk 540 

gmcmccgknar cctwmrarirt tvttcscaaw rragkJctywt tmawmaagsm cscygskrky 600 

gswwwtggvr ctawccacgm arcBsnanrty gaaamaccks rkcyggntkw csrawawmva 660 

cmrsmycasc cttggwawmn armrwsmtga syywgcXcwg aamaaXgtwa ccstcrgkgc 720 

cgmtwgUtc aawkttwmac cysnrewrr ymcmaamatt garrcsttgm ycgraaccsc 780 

gmtgaaaaan ncgctghntg nnaa-kg- b x v g gcgtivtggat gtchcaaagc aaatggcasc 840 

agacaangaa agcgatggat gaactnnngg ctfcccttatg tccgcccggc caktcatgat 900 

ggaatgtttc ccccsggtgg tgttatctgg caccagtgcc gtcgatagnt antgcnaant 960 

tngantaant tnattnatca tttngncggg ntcctttncc ggncgatccn gccttgtfcta 1020 

cggggcggcg acctcgncgg gttttcgcrta tttatgaaaa ttttccggtt taaggcgttt 1080 

ccgttcttct tcgtcataac ttaatgtt-tt tatttaaaat acccrtctgaa aagaaaggaa 1140 

acgacaggtg ctgaaagcga gctttttgge crtctgtcgtt tcctttctct girttrttgtcc 1200 

cgtggaatga acaatggaag tcaacaaaaa gcagagctta tcgatgataa gcggtcaaac 1260 

atgagaattc gcggccgcat aatacgaetc actataggga tcatatttat ggtgt-fcafcta 1320 

aagggagtgc catcaatcat ggtggcaaaa ccaatggcta tagtgtgcct aatccggata 1380 

agcaacagcg tgtcattagt gaggctttgc agcgggctca aatagctcct catcaagtca 1440 

gttatgtaga agcgcatggt gcgggaagcc gtttaggcga cccaatagaa attacggctc 1500 

tcagcaaagc atttaacaat gttagtgcgc aattrfcaatgt gaaaagtgca gccaatcaat 1560 

cgtgttttat: tggctcggta aaatccaata taggaaactg tgaatctgca gcagggacnt 1620 

gccagtatta gcaaagtatt gctacaaatg aaacatgggc aaatagtgcc gtccttgcat 1680 

tcaaaagaac tgaatcccaa tattgatttt tcagcaactc cctttgtggt taaccaagaa 1740 

ctgcgcgatt ggcagagacc gctgattgat ggaaaaacag tgccgagagt tgcgggtgtc 1800 

ttfctcatttg gggcaggtgg ttccaatngc nttacgtggt gattgaagag tatattgcga I860 

agataccgac aaataacacc agggaatcta -taaaccatag g t c t atrtatt ccatta-tcag 1920 

cacgaactgc tgagcagttg cggcaaattg ccagtagatt gctggcattt attgaaaaga 1980 

acaagcaaga cagcgtggtt acccccttaa tagatattgc ttatacattg caggtaggac 2040 

gcgaagcaat ggatgaacgc ttggggttta ttgtgagttc aacccgatga atfcagtcgaa 2100 
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gaactacgaa gatatcttca aacacacgat gatatggaag agctttatcg aggtcaggtt 2160 

aatcgatatg aagacacctt tcttactatg gcggctggat ggaagatctc tcttgaggct 2220 

atcccaccca tttgggatta aaaaacgaaa aactggtctt aagtttaatg ccaattattt 2280 

gggatttaaa aggggtcttt gtggatttaa wtUtgggrkr agwtatassw tkkyttmcca 2340 

aargrkgwtw ktccycsgcr matkarmkka ytacctrtcc yttyggcrgs matattttta 2400 

rgvtkktanm Bwtyrnmccc tcwfcwcctyfc ttktgrcccc agggnccaaa tttattttng 2460 

tttgngggga atttn gtttt aaaaaagaat tcggttaanc ccacctnccn ttaaacrtttc 2520 

attttggggg gnaatgggtt ttattggnaa cccattccna aaaccaaaaa ngggcctttt 2580 

ttttttccat tccnaaaaaa accaaatttt ggcccctttt ttgggggggg gaaaaaaaaa 2640 

acccnaangg ggaaaaattn tttttaaaaa aa 2672 

<210> SEQ ZD NO 35 
<211> LENGTH: 2132 
<212> TYPES DBA 

<213> ORGANISM: Endobugula sertula 
<220> FEATURES 

<221> NAME /KEY: misc_f eature 
<222> LOCATION: (1)...(2132) 

<223> OTHER INFORMATION: N refers to any nucleotide. 
<400> SEQUENCE: 35 

nnn a nn tttc cnattccctt gggcggaaat tttttgccca gggnccgnat aaccaaagga 6 0 

CCCtttttcn ggccccttaa aaaaacccaa tttnccccnt ttaatccccc cgaataaaag 120 

aacctttccc aaaaaaaggg naanttgaan tggggggnan cntgggaaat cccaagccaa 180 

aaaaaggccc aayratcgccc waraacrkkc cawwaatsss gavaasmcyy ccagawarwa 240 

ttkwtkrrva mwrawcyagy wvmscamatc rgrtgttwta tggrrsasrg vrayavwtraa 300 

aarymytcca wykfckttkes grrtcaatXo tgasrkwtyy tcaaymttgg gactcmcyym 360 

tcmmmwvttt gaaaaccmyv attatakktr taagagggcc aaataatcaa tgttggatat 420 

ggttaamccg ataaaaaaaa gcctcaataa attttnctgc eaacaactaa gacagctcta 480 

caataaacat aaaagcaata atgagtccct gtgattattt cccatgaaaa aaacaatggc 540 

attttaatag atagatctca tactgaatcg aatattgcca ttataggtat atcagggtgt 600 

tttccggatg caaaaaatgt taatgaattt tgggaaaatt taaaaaatgc tcgtcatagt 660 

gttaaagaaa ttccctataa ccggtcttgg gatattgata attactttga tacttcttcg 720 

caaacacatg cacaggaata tgttaaacaa ggagcatttt tagaaaatat cgatcttttt 780 

gatccgctgt tttttaatat ttctceggtg gaagcagagc ttatggatcc aactgaacga 840 

tttttccttc aggaatcctg gaaagcgatt ganangatgc tggttatgat gcatcaaact 900 

ntaagtggaa aacgntntgg ggggtatttg cctgtgcaaa gggagactac catgccatta 960 

ttcacaagca ggataaaact cgtatcatga ccactgactc tatgcctcct gccaggtttg 1020 

cttatttatt gaatttgnnt tagggcctgc agttcacgtt gatancnggc ttgttcatcn 1080 

gtctttggca gcaattgctt acgcatgtga tagcctcatt cttagaaatt gtgatgttgc 1140 

cattgcagga ggtggaaata tcaactcaac tcccagcctt ttgatcagtt caagtcaact 1200 

tggtttgttg tcaaaagatg gccgatgtta tgccttsdat caacgtgcaa acggaacggt 1260 

attaggggag gcggtascat cgattatttt aaaaccctta caacaagcga ttgacgatgg 1320 
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tttgaccaat gagcttggtt taagcgctgt gsccaaacma tygkgtttga tcggstcark 2040 

gaagtcaaaa tatagggcat tgtgagycas caagccggtg ttgcagctat tagcaaagta 2100 

ttgttacaaa tgcaacacgg gtcaaatagt ccc tttrbtta cattcaaasg cattgaatcc 2160 

caatattgat tttactgtga ctccctttgt agtaaaccaa gggttattgg actggaaacg 2220 

acttgaagtt gaaggaaaga gggtrccgag aatkgctkky nrwwvckkytt ttggggccgg 2280 

fcggctcaaat gcccatgtag tgattgagga gtacgttgcc agcaatgaaa agcaagagga 2340 

ttttcaagga aaagtaatta tccctttatc ggcvatagac ttskgatcar ctacaaraaa 2400 

warkgga-bcg tttgcttaag tttotcraaa aaaatgaagc aaaraggtag ggaavtXsgc 2460 

ttaattgwty ttgccgvava cattgcaact tgggcgcgag gtcaatgara ggaacgtctg 2520 

gncmttngan ttgtaggaat cnaataccaa atgcttaang gaaagatttt agcaaaggnt 2580 

ttaaatactc agaaaatnga tgcacanatt tttcggatac ttatcaaaag rcattttatc 2640 

ggggttcgta ctagacctgg gtgcgttgra tttcgctatt ttttctgaag atgaagaata 2700 

tggccaacac gcttgatatt ttggattcaa aaaggtaaat actttoagnc tggcggagct 2760 

ttgggtaaaa ggtgtgacta ttgattggaa taaatggtat aacgcattat taacccagaa 2820 

taaatatttg aaaccntcgt cgtattagtt tgccnaacng tatccttttt ccagggatcg 2880 

ttattggatt nccnaagtgc ttttccacaa ncaaacattt tctacagtaa ttgaggcaga 2940 

cgccaaccma aacattgaat gagcrtacrtgt gttttgaaga aooatggcag gtgcaatcgg 3000 

aactacatga ctctgttgca gat caat eta atgttatcaa tacattaatt tgttttttaa 3060 

ctgagaaaga gcatcaaaaa gcattacaac aatcaatatc attccatagc ccgaaaacac 3120 

gattgatttt tatcagccag gctcaggctt atgagcagta ttcatcagat cactatgcgg 3180 

ttaatccaga aataggaaag acgtaccaac aggcttttca acacattgtg aaaagtattc 3240 

ataaaagtga tgtcacggac ataatgtatt tatgggctct agaggatgaa cgctggatta 3300 

cgtctcctct acctattgta tatcttttaa aaagtattga ggtttcttta ttaaaaccar 3360 

aaaaattact atttgttgga gaatttaaga caagcirtakc rrcgaytgty acyykraakc 3420 

cwrgkkgggv ttygmamrvy ckkwaksgtt dgtgcaacsg ratwtkragg ttgcggtgtt 3480 

attaraggcm rtggaaggta ctyaatccca tmcagtgaca aagcaaatgg atctttggat 3540 

agaaaaattg tggtcgtcct taaaagccca aaaagttcat agtagcttat accaaaatgg 3600 

tcgtagatat ttttcrtgooa accccamccg ctgcoanctt gtcatgaacc aaagtattca 3660 

aatgcttaca gggracttta ttgataacag atgsytgtgr aggactgggt tttgtcttyg 3720 

cagatfcattt ttccaagaca tataaaatta a-tcrfcga-tatt ggttgggcgc tctgatcttg 3780 

ataaagagaa agswtcgsr ratwcrgrmt ykgkwvmaat caggtagtcg agtggcttat 3840 

gtrtcagacgg atatctgcga tgaaaagaat ctccaattgg aattggatat tgcccaaoaa 3900 

tattgtggcc ctattcaggg tgtcattcat gccgcgggca tcattgatca gaagacaatt 3960 

tttgaaaaaa gtcctgaaaa ctttcaagca gtattagccc ntaaaattca gggtacattg 4020 

attctggata acgtattgtc agcgcaatca trtggatttta tat gt tact t ttcttcaagc 4080 

tcggctctat taggtgatgc aggatcatgt gattatgcaa tggctaatcg atttttgatg 4140 

gcccatgcac agtatagaaa tacctyggta tetgaargaa aamscaaggg raagacmctg 4200 

kttwttcatt ggcccgcctg gaatgtgaaa ggaatgggat tgaatggact ggaatgagaa 4260 
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cgtgaaamca ragttctwty ttaagtccaa gcgggcaasg tctattggac ataaaggaag 4320 

gttgtgaggt tattgaacac attrctggct caggattatt ytcagtgtcy tavattggst 4380 

ggkaggaaaa accngtatcw aacaattttt tgggtctcac acaaagatgt ttctnacctc 4440 

acaagtgagt caagggcagg magtrawgaa cwaerrsiHt kmyWcrraoe ksyamyaaac 4500 

gagctgagat agaagacttt aagtgttgaa gaatgtatta ttttggactt aaaaacrtctg 4560 

attacagagc aacttaaaat acccatcagc tcatctggat gtagagagta atttagcnga 4620 

ttrttggtttt gattcggtca gtttagcaaa cttttcccgt gstttaagta ttcmctatca 4680 

ttycaawawt acgccrtatk tatttttcgg otatcctacc atagagcgty taarccgtta 4740 

ttttttaaaa gaacmcmctg cgsttatgga ggcgttttat cagcagaaaa aaacatytwa 4800 

tagtaacaat acvctgtccg ntatagtccy tcatgtcaaa gaaaagccgw caactgatct 4860 

aatatcatcc arcngcctct nccttttatt gcagatccat tgccccctca ggstattgag 4920 

agtattgatg agcctattgc cattattggt atgagtggtc gttttccaga agcgcgtacg 4980 

gnttaaagca atgtgggaga ttttatccga aggtaaaagt sytgtgcagg agattcctat 5040 

agagcgcrttt anattggcat gaatattatg aacacccatc ggatgatgtt ygaanaandb 5100 

taatagtaaa tggagygcct gcattcctgg tattaaagaa ttcgatccac aatttttcga 5160 

aatttctcca agagaggcaa aaaarctgga ccctcttcaa cggcwettat cacaggaatc 5220 

mtsgaatgca ttggwaaats ctgcttatgX wwwmywacrc wkwgmtanwtw aracratggg 5280 

atayktkkat tggtrttgaw smaggktvtt atmmrrrymw gmtcaatkmr gvygacsgca 5340 

cacwttwawc catmakrmta ttttrgcata ccmgtytgec agtwytywtt araXyttaat 5400 

ggflcnwTBBa tggonrtwaa wrccgcwtgy tcctccgoyw tggyygcrmt tcaccamgct 5460 

IcecsyBagtt tackwcarca agcaatJcyga wrcgsckawk gwcocggcag cwwyttnnw 5520 

nwwyacrsBX sawswtkaws tggscwtgay s&awgsgrgy nrtgakmysac mwgawgsyat 5580 

anxygawakac ckanutcam cBygccaaXs gcryagtgmy tggakagsmw gytgwtgcar 5640 

tcgtaytgma acmratcttk. Bgggktttcc aaaaggggtt mmaaat 5686 

<210> SEQ ID BO 32 
<211> LENGTHz 4744 
<212> TYPE: UNA 

<213> ORGANISM: Bndobugula sertula 
<220> FEATURES 

<221> NAME/KEY: misc feature 
<222> LOCATIONS (1) (4744) 

<223> OTHER INFORMATION : B refers to any nucleotide. 
<400> SEQUENCE: 32 

gngatgagat tgatgagaat acttaatttg gtcgaanagg ccattacntc tatgattctt 60 

ggtgaattta taagccaatt aaccngtgat ttagtttgga atatgaaaga acccgtttta 120 

tttgactatc ngaatattaa tactttatcg aatatgatcg agaatgaact cgaagctgtt 180 

gaggtatagt tatgttagaa gttattaata gatactgcca tggatacgta ttcgtgccag 240 

tggtattggc cntagaagaa aaagggtttt ttgacctttt taeaaggaat agatacctta 300 

catttgaaaa aataaaaaca gaattaaatg ctaatagtgg ccatcttcaa gtagccttac 360 

gcatgttgca gtctgtttca tggatatcat gtgatgataa agggtatgta ctaacagatg 420 

cagcggacga aagaaataaa atatctagtg attttataga gctttttaat ttctctatga 480 
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Applicant's claim in the Declaration of Inventorship and in the first page of the specification 
filed 9 June 2005 to priority under 35 U.S.C. § 119 of the 11 December 2002 filing date of the 
British patent application No. 0228957.7, and its successor International patent application 
PCT/GB03/005404 filed 1 1 December 2003, of which the current application is a National Stage 
filing under 35 U.S.C. § 371 is hereby acknowledged. 

Information Disclosure Statement 
Applicant's Information Disclosure Statement [IDS] filed 2 October 2006 is hereby 
acknowledged. 

Preliminary Amendment 
Applicant's Preliminary Amendment filed with the application on 9 June 2005 has been 
entered, canceling claims 1-47 and providing the new claims 48-69. 

Election/Rejstrictions 

Applicant's election without traverse of the invention of Group I, comprising claims 48 and 
67-69 to the extent that they describe a protease having an amino acid sequence set forth in 
SEQ ID NO:22 and to compositions comprising same, in the reply filed 25 October 2007 is 
acknowledged. Claims 49-66 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected elected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 25 October 2007. 

Claim Objections 

Claim 48 is objected to because of the following informalities: Several occurrences of the 
term "SEQ ID NO" are misstated in claim 48, e.g., at lines 5, 13, 21, 26, 46, 51-52. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 101 
35 U.S.C. § 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 

Claims 48 and 67-69 are rejected under 35 U.S.C. § 101 because the claimed invention 
lacks patentable utility. 

A claimed invention must posses a specific, substantial and credible in vitro or in vivo utility, 
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